WORLD INTELLECTUAL PROPERTY ORGANIZATION 
International Bureau 




PCT 

INTERNATIONAL APPLICATION PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT) 



(51) International Patent Classification 6 : 
A61M 25/10 



Al 



(11) International Publication Number: WO 99/01172 

(43) International Publication Date: 14 January 1999 (14.01.99) 



(21) International Application Number: PCT/US98/13519 

(22) International Filing Date: 30 June 1998 (30.06.98) 



(30) Priority Data: 
08/886,610 



I July 1997 (01.07.97) 



US 



(71) Applicant: OPTICON MEDICAL INC. [US/US]; Suite 106, 

2910 Westown Parkway, West Des Moines, IA 50266 (US). 

(72) Inventor: SALAMA, Fouad; 3220 Valley Ridge Court, West 

Des Moines, IA 50266 (US). 

(74) Agents: BRUHN, David, E. et al.; Dorsey & Whitney LLP, 
Pillsbury Center South, 220 South Sixth Street, Minneapolis, 
MN 55402-1498 (US). 



(81) Designated States: AL, AM, AT, AU, AZ, BA, BB, BG, BR, 
BY, CA, CH, CN, CU, CZ, DE, DK, EE, ES, FI, GB, GE, 
GH, GM, GW, HU, ID, IL, IS, JP, KE, KG, KP, KR, KZ, 
LC, LK, LR, LS, LT, LU, LV, MD, MG, MK, MN, MW, 
MX, NO, NZ, PL, PT, RO, RU, SD, SE, SG, SI, SK, SL, TJ, 
TM, TO, TT, UA, UG, UZ, VN, YU, ZW, ARIPO patent 
(GH, GM. KE, LS, MW, SD, SZ, UG, ZW), Eurasian patent 
(AM, AZ, BY, KG, KZ, MD, RU, TJ, TM), European patent 
(AT, BE, CH, CY, DE, DK, ES, FI, FR, GB, GR, IE, IT. 
LU, MC, NL, PT, SE), OAPI patent (BF, BJ, CF, CG, CI, 
CM, GA, GN, ML, MR. NE. SN, TD, TG). 



Published 

With international search report. 

Before the expiration of the time limit for amending the 
claims and to be republished in the event of the receipt of 
amendments. 
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(57) Abstract 



The present invention provides an intraurethral urinary control catheter including 
a urine flow controlling valve and a self-sealing microvalve for enabling and 
facilitating the use of a blunt needle or cannula for filling and emptying the balloon. 
The microvalve enables the needle or cannula to enter the inflation tube of the catheter 
with minimal resistance, yet adequately seals when the balloon is full and the needle 
or cannula is removed. 
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TITLE: Intraurethral Urinary Control Catheter 



PCT/US98/13519 



BACKGROUND OF THE INVENTION 
1. Field of the Invention 

The present invention relates generally to catheters and, more specifically, to a balloon- 
type, self-retaining intraurethral urinary catheter including a urine flow controlling valve and an 
inflation valve. 

2. Description of Related Art 

Intraurethral urinary catheters for evacuating the bladder are known, including those 
known as "Foley" catheters which typically include a balloon at one end. After a Foley-type 
catheter is inserted, the balloon being positioned in the bladder, the balloon is filled with air, 
water or another suitable inflating solution or substance, thereby preventing the catheter from 
leaving or being withdrawn from the bladder until the balloon is emptied. This type of catheter 
also may be referred to as indwelling or self-retaining. 

U.S. Patent 5,306,226 (Salama, the inventor of the present invention) discloses a self- 
retaining catheter including an improved balloon arrangement. A urine tube extends through a 
generally pear-shaped balloon provided for inflation in the user's bladder. A control valve is 
located along the urine tube for controlling the flow of urine. An inflation tube extends along the 
length of the urine tube into the balloon, and has an inlet end for receiving inflation fluid for 
inflating the balloon. The inlet end is normally closed except when opened by a blunt needle for 
filling or emptying the balloon. The use of the catheter is described. U.S. Patent 4,968,294 
(Salama) also is directed to catheters, disclosing a urinary control valve and method of using it. 
Both of these above-mentioned Salama patents are incorporated herein by reference. 

A number of patents disclose septum valving or sealing structures. U.S. Patent 5,188,607 
(Wu) discloses a valve catheter connector assembly including a resilient sleeve which acts as the 
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hub of the catheter for receiving the male connector tube while sealing the catheter tube against 
retrograde blood flow until the male connector is fully inserted. 

U.S. Patent 5,215,537 (Lynn et al.) discloses a septum for a blunt cannula for coupling 
intravenous conduits and the like. The Lynn et al. patent addresses the concern of inadvertent 
needle sticks stemming from the use of sharp needles to connect secondary conduits to vascular 
catheters. Lynn et al. note that Baxter Health Care Corporation is marketing a connector 
including a blunt cannula and a septum with a pre-perforated slit. 

U.S. Patent 5,106,054 (Mollenauer et al.) and 5,474,536 (Banaldo) disclose other valve 
apparatus for medical use. The Mollenauer et al. self-sealing valve comprises an elastomeric 
body having a passage extending therethrough which is held in compression by an elastomeric 
sleeve disposed around the body. The Banaldo medical valve includes an elastomeric self- 
sealing valve element which may be pierced by an external needle to insert a catheter. In one 
embodiment, the Banaldo valve element may be pre-slit and opened by an internal insert. 

It would be advantageous if a self-sealing valve could be integrated with an intraurethral 
urinary control catheter such as those disclosed in the Salama patents, particularly with the 
inflation tube thereof. Such an improved catheter would be particularly advantageous for 
facilitating patient use of catheters, reducing the possibility of needle stick injuries in home and 
clinical settings, and for improving the convenience and comfort of catheter use. 

SUMMARY OF THE INVENTION 

The present invention provides a balloon-type urinary control catheter including a self- 
sealing microvalve for enabling and facilitating the use of a blunt needle or cannula for filling 
and emptying the balloon. The microvalve enables the needle or cannula to enter the inflation 
tube of the catheter with minimal resistance, yet adequately seals when the balloon is full and the 
needle or cannula is removed. The valve will accommodate needles or cannulae of various sizes. 

The microvalve of the present invention includes a precut slit through which a blunt 
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needle (e.g., a 23 gauge needle) can pass in order to fill and empty the balloon. Prior to this 
invention, the inflation tube (of the typical catheter, e.g., a Foley catheter) was large and bulky, 
and a syringe tip was used for inflating and deflating the balloon. The microvalve is friction fit 
in the valve housing, i.e., the inflation tube, and requires no adhesive to hold it in place in the 
tube. 

The catheter of the present invention is an intraurethral, balloon-type urinary control 
catheter including an elongated generally cylindrical catheter body with a urine tube having an 
inlet opening for receiving urine when the catheter is placed in a user, an outlet outside the user's 
body from which urine may flow and a control valve located generally between the inlet opening 
and outlet for controlling the flow of urine. It includes an inflation tube operably coupled to a 
balloon generally adjacent to one end of the inflation tube and the inlet opening. An inflation 
valve, the microvalve of the present invention, is adjacent to the other end of the inflation tube, 
and comprises a generally cylindrical, solid valve body formed substantially of compressible, 
resilient elastomeric material. The valve body has two flat ends, a needle guide being 
countersunk in one end and a needle stripper countersunk in the opposite end. The valve has a 
slit in the generally central portion and an unslit region adjacent to each end. Thus, the valve 
body is substantially split into two generally hemispheric portions. It is received in a housing 
portion of the inflation tube which exerts a compressive force on the valve body. The two valve 
body portions each have a facing surface and the force exerted by the inflation tube housing- 
portion, which is slightly thidker in the wall than the remainder of the inflation tube, and/or has a 
smaller inner diameter than the remaining portion of the inflation tube, urges the facing surfaces 
together. 

The catheter of the present invention is intended for use in the clinical and hospital 
settings, as well as for "home" use and use outside the clinical or hospital setting by other than 
professional health care providers. One advantage of the catheter and microvalve of the present 
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invention is increased comfort during use and ease of use (including inflation and deflation of the 
balloon). Another is that a blunt or dull needle or cannula may be used to fill and empty the 
balloon, thereby reducing the risk of needle sticks and making the catheter easier to use. The 
catheter of the present invention is much less bulky than the typical catheter, less irritating for the 
user, and includes a microvalve with a needle guide and centering opening at one end. 

Other features and advantages of the present invention will become more fully apparent 
and understood with reference to the following description and to the appended drawings and 
claims. 

BRIEF DESCRIPTION OF THE DRAWINGS 

Figure 1 is an elevational view of one embodiment of the catheter with the microvalve of 
the present invention. 

Figure 2 is an elevational view of another embodiment of the catheter of the present 
invention. 

Figure 3 is an elevational view, in cross-section, of the microvalve of the present 
invention. 

Figure 4 is a cross-sectional view taken along lines 4-4 of Figure 3. 

Figure 5 is a cross-section taken along line 5-5 of Figure 1. 

DETAILED DESCRIPTION OF THE PREFERRED EMBODIMENT 

The Figures depict the catheter 10 of the present invention and features and components 
thereof, including the microvalve 12 of the present invention. 

With regard to means for fastening, mounting, attaching or connecting the components of 
the present invention to form the catheter as a whole, unless specifically described as otherwise, 
such means are intended to encompass conventional fastening means and methods suitable for 
use with synthetic and natural elastomeric materials. Such fastening means and methods include 
adhesives, friction fitting, chemical and sonic welding, heating, deformation and the like. Unless 
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specifically otherwise disclosed or taught, materials for making the components of the present 
invention are selected from appropriate synthetic and natural elastomeric materials such as 
silicone, latex, silastic and the like, and appropriate forming methods including casting, dipping, 
extruding, molding and the like may be used. 

Any references herein to front and back, right and left, top and bottom, upper and lower 
and horizontal and vertical are intended for convenience of description, not to limit the present 
invention or its components to any one positional or spacial orientation. Such terms are to be 
read and understood with their conventional meanings. 

Referring then to the Figures, Figures 1 and 2 depict two embodiments of the catheter 10 
of the present invention incorporating an inflation/deflation controlling microvalve 12. The 
catheters 10 have a generally cylindrical body including a urine tube 14 with at least one inlet 16 
adjacent to one end of the catheter to receive urine while the catheter is in place in the bladder. 
A fill or inflation tube 18 extends generally along or parallel to the urine tube 14. An inflatable 
balloon 20 (shown in phantom in Figure 2) is generally adjacent to or at one end of the inflation 
tube 18, generally adjacent to the inlet 16. The inflation tube 18 has an inlet end 24 adapted to 
receive the delivery end of a filling device such as a syringe or pump device containing liquid or 
gas for inflating the balloon. 

In the catheter 10, the inflation tube 18 includes a microvalve housing region 26 adjacent 
to the inlet end 24 adapted to receive the microvalve 30, depicted in more detail in Figures 3 and 
4. The microvalve housing region 26 has a thicker wall and/or a smaller inner diameter (lumen) 
than the remainder of the inflation tube 18. The microvalve 30 is designed for use with either of 
the embodiments of the catheter 10 depicted in Figures 1 and 2. The microvalve 30 includes a 
body 32 formed of a compressible, resilient elastomeric material. The body 32 is generally solid 
and cylindrical and has two generally flat ends 34, 36. At one end 34, a cannula or needle 
guiding recess 38 is provided, and at the other end, a cannula or needle stripping recess 40 is 
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provided. The valve body 32 includes a generally central region 42 and an elongated central axis 
indicated at line "A". The central region 42 has slit 44, sliced (i.e., cut or slit) into place during 
manufacture of the valve 32, whereby the body 32 is substantially, but not completely, split into 
two generally hemispheric portions 46, 48 each having a generally flat facing surface 50, 52. 
Adjacent the ends of the slit 44, between the needle receiving and needle stripping or wiping 
recesses, 38, 40, respectively, and the ends of the slit 44, the body 32 includes thin unslit regions, 
both indicated 54. 

Figures 4 and 5 are cross sectional views of the microvalve 30. Figure 5 depicts the 
microvalve 30 placed in the inflation tube 18 of the catheter 10 depicted in Figure 1. The 
inflation tube 18, particularly the housing region 26 thereof, of the catheter 10 acts as a housing 
and, because the inner diameter of the inflation tube 18 is relatively less than the outer diameter 
of the microvalve 30 and the tube 18 is made of a resilient elastomeric material, the inflation tube 
18 tightly encompasses the microvalve body 32. Thus, unless penetrated by a needle or cannula, 
the valve 30 is closed, i.e., the facing surfaces 50, 52 are in contact. The inflation tube 18 presses 
radially inwardly against the microvalve body 32 with sufficient force to prevent the flow of 
inflation fluid through the slit 44 after the needle is withdrawn, and wipes the needle as it is 
being withdrawn. This advantage of the present invention is facilitated by providing an inflation 
tube 18 with an inner diameter of approximately .060 inches and a microvalve body 32 having an 
outer body diameter of approximately .1 17 inches. 

In use, the catheter 10 is placed in the user's body in accordance with the teachings of the 
above-referenced and incorporated Salama patents. To fill the balloon 20 after the catheter 10 is 
in place, a relatively blunt needle is inserted into the inlet opening 24 of the inflation tube 18 and 
into the needle guiding relieved area 38 of the valve body 32, which directs and helps align the 
needle with the elongated central axis of the valve body 32. The needle penetrates the first unslit 
area 54 inside and adjacent to the guide recess 38 and, once the unslit area 54 is pierced, the 
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needle simply separates the facing surfaces 50, 52 of the microvalve body as it is advanced 
toward the needle wiping opening 40 at the other end of the microvalve body 32. When it 
approaches that end, it penetrates the unslit area 54, enters the needle stripping recess, and the 
inflating air or solution may be injected into the balloon 20. 

Once the balloon 20 is filled, the needle or cannula may be removed from the microvalve 
30. As the needle is removed, the generally conical surface 58 at the bottom of the cannula 
stripping area 40 helps removes filling liquid from the exterior surface of the needle, preventing 
its infiltration between the facing surfaces 50, 52. As the needle is removed further, the opposing 
faces of the central slit portion of the microvalve body 40 close around the shaft, point and bevel 
of the needle or cannula to prevent the leakage or flow of inflating fluid or solution out of the 
balloon 20. The compressive force exerted on the microvalve body 30 by the inflation tube 18 
serves to keep the slit 44 tightly closed while the catheter 10 is in use. 

For removal of the catheter 10, the balloon 20 is emptied by reinserting a blunt needle 
into the needle guide 38, through the valve body 32 and into the inflation tube 18, whereupon the 
balloon filling fluid, air or solution may be aspirated or withdrawn. If urgent removal of the 
catheter is indicated, or if a cannula or needle suitable for deflating the balloon is not at hand, the 
inflation tube may be pierced, cut or sliced adjacent to the microvalve between the microvalve 
and the balloon to empty the balloon. When the balloon is deflated, the catheter may be 
removed. 

It should be appreciated that the microvalve body 30 may be made of any suitable 
resilient, preferably soft, compressive material such as elastic materials like surgical rubber, 
silastic or silicone. Silicone is the preferred material, particularly that available from Bayer 
Silicone under the name Baysilone LSR 4040. A preferred cut or slit 44 in the valve body 32 is 
depicted in Figures 3 and 4 wherein the centerline of the slit 44 is generally coaxial with the 
central elongated axis A of the valve body 32 and creates two flat facing surfaces embedded 
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centrally in the valve body 32, but other shapes of cuts or slits may be used and the ends of the 
slit may be further extended to or removed from one or the other of the needle guiding or needle 
stripping relieved areas. Similarly, the side edges of the slit 44 may be moved toward or away 
from the cylindrical peripheral side wall of the microvalve body 32 as long as the structural 
integrity and self-sealing capacity of the body 32 is not reduced. The cannulae or needle guiding 
recess is depicted as stepped inwardly toward the central axis of the body, but it could be 
smoothly tapered inwardly. The microvalve body 32 and inflation tube 18 can be any selected 
size, thickness or diameter. While smaller sizes of the catheter are generally preferred, larger 
sizes of the tube 18, particularly adjacent to the inlet end 24 will facilitate its use by patients or 
users, particularly older people, but the relative size of the tube and valve, particularly the inner 
diameter of the tube 18 and the outer diameter of the valve body 32, should be such that the 
inflation tube 18 provides a sleeve arrangement for the microvalve body 32 and applies sufficient 
compressive, radial force to the microvalve body 32 both to hold the body 32 in place in the tube 
18, preferably without adhesive, and to keep the internal flat facing surfaces 50, 52 of the valve 
30 tightly together when a needle is not inserted into the valve. The present invention 
advantageously allows for the use of a blunt needle or a small, dull plastic cannula. 

The appended drawings are provided to illustrate and further describe the present 
invention. Although a description of a preferred embodiment has been presented, various 
changes, including those mentioned above, could be made without deviating from the spirit of 
the present invention. It is desired, therefore, that reference be made to the appended claims 
rather than to the foregoing description to indicate the scope of the invention. 
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CLAIMS 

What is claimed is: 

1. A urinary control catheter including a urine flow controlling valve and a valve for use in 
filling and emptying a balloon. 

2. The urinary control catheter according to claim 1 , wherein the valve for use in filling and 
emptying the balloon comprises a valve body lodged in an inflation tube in fluid communication 
with the balloon. 

3. The urinary control catheter according to claim 2, wherein the valve body includes a 
passageway extending partially through said valve body through which a blunt needle can pass in 
order to fill and empty the balloon. 

4. The urinary control catheter according to claim 3, wherein the valve body is generally solid 
and resilient, having two ends, and the passageway extends generally in the direction of the ends. 

5. The urinary control catheter according to claim 4, wherein the valve body further comprises a 
rupturable portion adjacent to each end, each said rupturable portion generally between the end 
of the body and a respective end of the passageway. 

6. An intraurethral, balloon-type urinary control catheter comprising an elongated generally 
cylindrical catheter body with a urine tube having an inlet opening for receiving urine when the 
catheter is in use, an outlet from which urine may flow and a control valve located generally 
between the inlet opening and outlet for controlling the flow of urine, an inflation tube operably 
coupled to a balloon generally adjacent to one end of the inflation tube and the inlet opening, and 
an inflation valve adjacent to the other end of the inflation tube, said inflation valve comprising a 
generally cylindrical, solid valve body formed substantially of compressible, resilient elastomeric 
material, said body having two ends, a slit in a generally central portion of the valve body and an 
unslit region adjacent to each end. 

7. The urinary control catheter according to claim 6, wherein the slit substantially divides the 
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l valve body into two generally hemispheric portions. 

8. The urinary control catheter according to claim 7, wherein the two valve body portions each 
have a facing surface. 

9. The urinary control catheter according to claim 8, wherein the valve body is received in the 
inflation tube whereby the inflation tube exerts a compressive force on the valve body urging the 

6 facing surfaces together. 

10. The urinary control catheter according to claim 9, further comprising a cannula guide 
countersunk at one end of the valve body and a cannula stripper countersunk at the other end. 




SUBSTITUTE SHEET (RULE 26) 



WO 99/01172 



PCT/US98/13519 




SUBSTITUTE SHEET (RULE 26) 



1 



INTERNATIONAL SEARCH REPORT 


International application No. 

PCT/US 98/13519 


A. CLASSIFICATION OF SUBJECT MATTER 


IPC6: A61M 25/10 ^ u u . t , . r 

According lu International Patent Classification (IPC) or to both national classification and IPC 


D. FIliLDS SEARCHED 


Minimum documentation searched (classification system followed by classification symbols) 

IPC6: A61M 


Documentation searched other than minimum documentation to the extent that such documents arc included in the fieids searched 


Electronic data base consulted during the international search {name of data base and, where practicable, search terms used) 


WPI 










C. DOCUMENTS CONSIDERED TO BE RELEVANT 


Category* 


Citation of document, with indication, where appropriate, of tlic relevant passages 


Relevant to claim No. 


X 


W0 9626748 A2 (CV DYNAMICS, INC. DBA MEDICAL, 

INCORPORATED) , 6 Sept 1996 (06.09.96), page 11, 
line 8 - page 12, line 5; page 25, 
line 26 - page 26, line 7, figures 1,17 


1-10 


Y 


US 5634877 A (F.A. SALAMA), 3 June 1997 (03.06.97), 
column 1, line 34 - line 63, figure 2 


1-10 


Y 


W0 9308876 Al (BSD MEDICAL CORPORATION), 13 May 
1993 (13.05.93), page 17, line 26 - line 37, 
figure 3 


1-10 


[")[] Further documents arc listed in the continuation of Box C. [ xl Suc patcm family annex. 


• Special categuncs of cued documents 

"A" document defining the genera) state of the an which is not conudcred 

to be of particular relevance 
"E" erlter document but published on or after the international filing date 

"L" document which may throw doubt* on pnonty claimtt) or which it 
cited to establish the publication date oi another atauon or other 
special reason (as specified) 

"O" document referring to an oral disclosure, ute. exhibition or other 
meant 

"P" document published prior to the mtcmaaonal filing dale but later than 
the pnonty date claimed 


"T" later document published after the imemanonal filing dale or pnonty 
date and not m conflict with the application taut cued to understand 
the pnnapie or theory underlying the invention 

"X" document of particular relevance the eJ aimed invention cannot be 
considered novel or cannot be considered to involve an inventive 
step when the document is taken alone 

"Y" document of particular relevance: the claimed invention cannot be 
considered to involve an mvenove step when the document it 
combined with one or more other such document*, such combination 
being obvious to a person skilled in the art 

*&' document member of the same patent family 


Date of the actual completion of the international search 
11 November 1998 


Date of mailing of ihc international search report 

03. 1298 


Name and mailing address of the ISA 

European Patent Office. P.n. 58 1 ft Patcnilaan 1 
Jftl N 1.-22*0 HV Ri)swi)k 

Wj) Tel. ( « 3 1 .701 340-2040. Tx. J 1 €>5 1 cpo nl. 
| * £5r Fax: ( • 31-701 340-30 In 


Authorized officer 

EVA SELIN 



Form PCT/ISAaiO (second sheet) (July 1992) 



2 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US 98/13519 



Category * 



C (Continuation). DOCUMENTS CONSIDERED TO BE RE LEVA NT 



Citation of document, with indication, where appropriate, of the relevant passages 



US 5609583 A (A-HAMID I. HAKKI ET AL.), 
11 March 1997 (11.03.97), column 4, 
line 21 - line 30, claim 1 



Relevant to claim No. 



1-10 



Form PCT.'ISA, ! 2IU (continuation of second sheet) (July 1992) 



INTERNATIONAL SEARCH REPORT 

Information on patent family members 


05/10/98 


Internatic 
PCT/US 


mal application No. 
98/13519 


Patent document 
cited in search report 


Publication 
date 


Patent family 
member(s) 


Publication 
date 



WO 9626748 A2 06/09/96 EP 0814863 A 07/01/98 

US 5624395 A 29/04/97 
US 5707357 A 13/01/98 



US 5634877 A 



03/06/97 



US 


5693001 


A 


02/12/97 


us 


5800339 


A 


01/09/98 


us 


5306226 


A 


26/04/94 


AT 


151297 


T 


15/04/97 


AU 


654511 


B 


10/11/94 


AU 


8848491 


A 


20/05/92 


CA 


2070430 


A,C 


23/04/92 


DE 


69125594 


D,T 


04/09/97 


DK 


506920 


T 


20/10/97 


EP 


0506920 


A,B 


07/10/92 


ES 


2101756 


T 


16/07/97 


GR 


3023949 


T 


30/09/97 


JP 


2551890 


B 


06/11/96 


JP 


5503239 


T 


03/06/93 


KR 


9706099 


B 


23/04/97 


RU 


2097071 


C 


27/11/97 


WO 


9206731 


A 


30/04/92 


US 


4968294 


A 


06/11/90 



WO 


9308876 


Al 


13/05/93 


NONE 




US 


5609583 


A 


11/03/97 


WO 9710873 A 


27/03/97 



Form PCT/ISA/210 (patent family annex) (July 1992) 



